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DETAILED ACTION 

Claim Rejections - 35 USC § 1 12 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 2-4, 6, 9 and 13-15 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

With respect to claim 2, this claim is found to be vague and indefinite because it 
is unclear as to what is actually being claimed. It is unclear whether the impression 
materials are provided as two components for sterilization, if a cross-linking step is 
being claimed and if so, whether or not it is before of after sterilization, or if two- 
component, cross-linked elastomeric material is being provided for sterilization. 
Clarification is required. 

With respect to claim 3, this claim is still found to be vague and indefinite 
because it is also unclear as to what further method limitations are being claimed. 
Clarification is required. 

With respect to claim 4, this claim is found to be vague and indefinite because it 
is unclear as to what limitations would be required by the language "handled as a 
system". Clarification is required. 

With respect to claim 6, "additional cross-linking silicon impression material" 
lacks proper antecedent basis and it is unclear as to whether this is additional material 
being sterilized or specification of the type of previously claimed impression material. 
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With respect to claim 9, the recitation of "treated" lacks proper antecedent basis 
and is found to be vague and indefinite because it is unclear as to what would actually 
constitute "treated". 

With respect to claims 13-15, these claims are found to be vague and indefinite 
because they fail to properly further limit the claims from which they depend. These 
claims merely recite the intended use of the materials to be sterilized by the claimed 
invention, and such recitation fails to properly require any further method limitations for 
sterilization. 

Claim Rejections - 35 USC § 102 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1-4, 8-9, 11-15 and 17-18 are rejected under 35 U.S.C. 102(b) as being 
clearly anticipated by Larson U.S. patent No. 5,540,876. 

Larson teaches substantially the invention as claimed, namely the radiation 
sterilization of polymeric impression material for dental impressions. It is taught the the 
polymer can be a blend and include polysiloxanes, and that the material can be treated 
while pre-packaged, with gamm radiation to achieve sterilization. See column 1 , lines 
5-15, column 2, lines 25-45 and 60-68 and column 3, lines 15-30, column 7, Example 
12, and column 9, lines 25-29. 

Claims 1 -5, 8-9, 1 1 -1 5 and 1 7-1 8 are rejected under 35 U.S.C. 1 02(b) as being 
clearly anticipated by Olsen U.S. patent No. 4,952,618. 
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Olsen teaches gamma sterilization of an elastomeric polymer for medical use 
applications wherein the polymer composition can include polyacylates and alginate and 
is preferably sterilized with gamma radiation between 2.5 and 4 Mrads. The polymer 
can be formed by blending two powder componenst. Also, the patent teaches sterilizing 
the polymers with their backing materials as a system. See the abstract, column 2, 
lines 20-25, column 3, lines 15-35, column 4, lines 2-3 and lines 19-35, column 6, lines 
63-68 and columns 7 and 8, lines 1-10 of each. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co. , 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 1 03(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 
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under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over either 
Larson or Olsen as applied to claim 1 above. 

Both references teach sterilization of the polymer material in a packaged state 
ready for medical use and it would have been obvious to one of ordinary skill in the art 
to include any components required for application of the polymer within the same 
package because the efficacy of gamma sterilization of packaged articles for a myriad 
of uses is well recognized and conventional in the art. 

Claims 6-7 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over either Larson or Olsen as applied to claim 1 above, and further in view of Amos 
U.S. patent No. 5,804,620. 

Amos teaches that it is known in the art to include polysiloxanes as an additive in 
polymers used for medical applications which will be sterilized with gamma radiation 
because such siloxanes enhance the integrity of the polymers following radiation 
treatment. Amos teaches the presence of polysiloxanes in an amount around 3% with 
greater amounts also taught as effective. See the abstract, column 1 , lines 10-23, 
column 2, lines 8-25, column 3, lines 18-27, column 4, lines 14-26, column 5, lines 1-20 
and the claims. 
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It would have been obvious to one of ordinary skill in the art to include 
polysiloxanes in the polymers of either Larson or Olsen for the recognized purpose of 
enhancing the integrity of those polymers following sterilization with gamma radiation. 

Response to Arguments 

Applicant's arguments filed 9/27/2006 have been fully considered but they are 
not fully persuasive. 

Applicant argues that Larson teaches a thermoplastic which is not an elastomer, 
however, the Examiner would point out that Larson's examples all show increased 
elasticity of the polymer following gamma sterilization and being a thermoplastic does 
not preclude as being an elastomer. 

Applicant's arguments with respect to claims 2-1 8 have been considered but are 
moot in view of the new ground(s) of rejection. 

Allowable Subject Matter 

The indicated allowability of claim 7 is withdrawn in view of the newly discovered 
reference(s) to Olsen and Amos. Rejections based on the newly cited reference(s) are 
recited above. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Krisanne Jastrzab whose telephone number is 571 -272- 
1279. The examiner can normally be reached on Mon.-Thurs. 6:00am-4:30pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gladys Corcoran can be reached on 571-272-1214. The fax phone number 
for the organization where this application or proceeding is assigned is 571 -273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571 -272-1 000. 




Krisanne Jastrzab 
Primary Examiner 
Art Unit 1744 
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